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and procedures for continuing over-
sight and for withdrawing approval of
an accreditation organization.

(1) Equivalency review. HCFA com-
pares the accreditation organization’s
standards and its application and en-
forcement of those standards to the
comparable HCFA requirements and
processes when—

(i) HCFA imposes new requirements
or changes its survey process;

(if) An accreditation organization
proposes to adopt new standards or
changes in its survey process; or

(iii) The term of an accreditation or-
ganization’s approval expires.

(2) Validation review. HCFA or its
agent may conduct a survey of an ac-
credited organization, examine the re-
sults of the accreditation organiza-
tion’s own survey, or attend the ac-
creditation organization’s survey, in
order to validate the organization’s ac-
creditation process. At the conclusion
of the review, HCFA identifies any ac-
creditation programs for which valida-
tion survey results—

(i) Indicate a 20 percent rate of dis-
parity between certification by the ac-
creditation organization and certifi-
cation by HCFA or its agent on stand-
ards that do not constitute immediate
jeopardy to patient health and safety if
unmet;

(ii) Indicate any disparity between
certification by the accreditation orga-
nization and certification by HCFA or
its agent on standards that constitute
immediate jeopardy to patient health
and safety if unmet; or

(iii) Indicate that, irrespective of the
rate of disparity, there are widespread
or systematic problems in an organiza-
tion’s accreditation process such that
accreditation no longer provides assur-
ance that the Medicare requirements
are met or exceeded.

(3) Onsite observation. HCFA may con-
duct an onsite inspection of the accred-
itation organization’s operations and
offices to verify the organization’s rep-
resentations and assess the organiza-
tion’s compliance with its own policies
and procedures. The onsite inspection
may include, but is not limited to, re-
viewing documents, auditing meetings
concerning the accreditation process,
evaluating survey results or the ac-
creditation status decision making
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process, and interviewing the organiza-
tion’s staff.

(4) Notice of intent to withdraw ap-
proval. If an equivalency review, vali-
dation review, onsite observation, or
HCFA'’s daily experience with the ac-
creditation organization suggests that
the accreditation organization is not
meeting the requirements of this sub-
part, HCFA gives the organization
written notice of its intent to with-
draw approval.

(5) Withdrawal of approval. HCFA may
withdraw its approval of an accredita-
tion organization at any time if HCFA
determines that—

(i) Deeming based on accreditation
no longer guarantees that the M+C or-
ganization meets the M+C require-
ments, and failure to meet those re-
quirements could jeopardize the health
or safety of Medicare enrollees and
constitute a significant hazard to the
public health; or

(i) The accreditation organization
has failed to meet its obligations under
this section or wunder §422.156 or
§422.158.

(6) Reconsideration of withdrawal of
approval. An accreditation organization
dissatisfied with a determination to
withdraw HCFA approval may request
a reconsideration of that determina-
tion in accordance with subpart D of
part 488 of this chapter.

§422.158 Procedures for approval of
accreditation as a basis for deeming
compliance.

(a) Required information and materials.
A private, national accreditation orga-
nization applying for approval must
furnish to HCFA all of the following in-
formation and materials. (When re-
applying for approval, the organization
need furnish only the particular infor-
mation and materials requested by
HCFA.)

(1) The types of M+C plans that it
would review as part of its accredita-
tion process.

(2) A detailed comparison of the orga-
nization’s accreditation requirements
and standards with the Medicare re-
quirements (for example, a crosswalk).

(3) Detailed information about the
organization’s survey process, includ-
ing—
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(i) Frequency of surveys and whether
surveys are announced or unan-
nounced.

(ii) Copies of survey forms, and guide-
lines and instructions to surveyors.

(iii) Descriptions of—

(A) The survey review process and
the accreditation status decision mak-
ing process;

(B) The procedures used to notify ac-
credited M+C organizations of defi-
ciencies and to monitor the correction
of those deficiencies; and

(C) The procedures used to enforce
compliance with accreditation require-
ments.

(4) Detailed information about the in-
dividuals who perform surveys for the
accreditation organization, including—

(i) The size and composition of ac-
creditation survey teams for each type
of plan reviewed as part of the accredi-
tation process;

(ii) The education and experience re-
guirements surveyors must meet;

(iii) The content and frequency of the
in-service training provided to survey
personnel;

(iv) The evaluation systems used to
monitor the performance of individual
surveyors and survey teams; and

(v) The organization’s policies and
practice with respect to the participa-
tion, in surveys or in the accreditation
decision process by an individual who
is professionally or financially affili-
ated with the entity being surveyed.

(5) A description of the organization’s
data management and analysis system
with respect to its surveys and accredi-
tation decisions, including the kinds of
reports, tables, and other displays gen-
erated by that system.

(6) A description of the organization’s
procedures for responding to and inves-
tigating complaints against accredited
organizations, including policies and
procedures regarding coordination of
these activities with appropriate li-
censing bodies and ombudsmen pro-
grams.

(7) A description of the organization’s
policies and procedures with respect to
the withholding or removal of accredi-
tation for failure to meet the accredi-
tation organization’s standards or re-
quirements, and other actions the or-
ganization takes in response to non-
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compliance with its standards and re-
quirements.

(8) A description of all types (for ex-
ample, full, partial) and categories (for
example, provisional, conditional, tem-
porary) of accreditation offered by the
organization, the duration of each type
and category of accreditation and a
statement identifying the types and
categories that would serve as a basis
for accreditation if HCFA approves the
accreditation organization.

(9) A list of all currently accredited
M+C organizations and the type, cat-
egory, and expiration date of the ac-
creditation held by each of them.

(10) A list of all full and partial ac-
creditation surveys scheduled to be
performed by the accreditation organi-
zation as requested by HCFA.

(11) The name and address of each
person with an ownership or control in-
terest in the accreditation organiza-
tion.

(b) Required supporting documentation.
A private, national accreditation orga-
nization applying or reapplying for ap-
proval must also submit the following
supporting documentation:

(1) A written presentation that dem-
onstrates its ability to furnish HCFA
with electronic data in HCFA compat-
ible format.

(2) A resource analysis that dem-
onstrates that its staffing, funding, and
other resources are adequate to per-
form the required surveys and related
activities.

(3) A statement acknowledging that,
as a condition for approval, it agrees to
comply with the ongoing responsibility
requirements of §422.157(c).

(c) Additional information. If HCFA de-
termines that it needs additional infor-
mation for a determination to grant or
deny the accreditation organization’s
request for approval, it notifies the or-
ganization and allows time for the or-
ganization to provide the additional in-
formation.

(d) Onsite visit. HCFA may visit the
accreditation organization’s offices to
verify representations made by the or-
ganization in its application, includ-
ing, but not limited to, review of docu-
ments, and interviews with the organi-
zation’s staff.
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(e) Notice of determination. HCFA
gives the accreditation organization a
formal notice that—

(1) States whether the request for ap-
proval has been granted or denied;

(2) Gives the rationale for any denial;
and

(3) Describes the reconsideration and
reapplication procedures.

(f) Withdrawal. An accreditation or-
ganization may withdraw its applica-
tion for approval at any time before it
receives the formal notice specified in
paragraph (e) of this section.

(g9) Reconsideration of adverse deter-
mination. An accreditation organiza-
tion that has received notice of denial
of its request for approval may request
reconsideration in accordance with
subpart D of part 488 of this chapter.

(h) Request for approval following de-
nial. (1) Except as provided in para-
graph (h)(2) of this section, an accredi-
tation organization that has received
notice of denial of its request for ap-
proval may submit a new request if it—

(i) Has revised its accreditation pro-
gram to correct the deficiencies on
which the denial was based;

(if) Can demonstrate that the M+C
organizations that it has accredited
meet or exceed applicable Medicare re-
quirements; and

(iii) Resubmits the application in its
entirety.

(2) An accreditation organization
that has requested reconsideration of
HCFA’s denial of its request for ap-
proval may not submit a new request
until the reconsideration is adminis-
tratively final.

Subpart E—Relationships With
Providers

SOURCE: 63 FR 35085, June 26, 1998, unless
otherwise noted.

422.200 Basis and scope.
This subpart is based on sections

1852(a)(1), (a)(2), (b)(2), ()(A(D), (), and
(k) of the Act; section 1859(b)(2)(A) of
the Act; and the general authority
under 1856(b) of the Act requiring the
establishment of standards. It sets
forth the requirements and standards
for the M+C organization’s relation-
ships with providers including physi-
cians, other health care professionals,
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institutional providers and suppliers,
under contracts or arrangements or
deemed contracts under M+C private
fee-for-service plans. This subpart also
contains some requirements that apply
to noncontracting providers.

§422.202 Participation procedures.

(a) Notice and appeal rights. An M+C
organization that operates a coordi-
nated care plan or network MSA plan
must provide for the participation of
individual physicians, and the manage-
ment and members of groups of physi-
cians, through reasonable procedures
that include the following:

(1) Written notice of rules of partici-
pation including terms of payment,
credentialing, and other rules directly
related to participation decisions.

(2) Written notice of material
changes in participation rules before
the changes are put into effect.

(3) Written notice of participation de-
cisions that are adverse to physicians.

(4) A process for appealing adverse
participation decisions, including the
right of physicians to present informa-
tion and their views on the decision. In
the case of a termination or suspension
of a provider contract by the M+C or-
ganization, this process must conform
to the rules in §422.204(c).

(b) Consultation. The M+C organiza-
tion must consult with the physicians
who have agreed to provide services
under an M+C plan offered by the orga-
nization, regarding the organization’s
medical policy, quality assurance pro-
gram, and medical management proce-
dures and ensure that the following
standards are met:

(1) Practice guidelines and utiliza-
tion management guidelines—

(i) Are based on reasonable medical
evidence or a consensus of health care
professionals in the particular field;

(ii) Consider the needs of the enrolled
population;

(iii) Are developed in consultation
with contracting physicians; and

(iv) Are reviewed and updated peri-
odically.

(2) The guidelines are communicated
to providers and, as appropriate, to en-
rollees.

(3) Decisions with respect to utiliza-
tion management, enrollee education,
coverage of services, and other areas in
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